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calibration of the measurement system 
required by paragraph (a)(1) of this sec-
tion. 

(3) Affix to each medical laser prod-
uct, in close proximity to each aper-
ture through which is emitted acces-
sible laser radiation in excess of the ac-
cessible emission limits of Class I, a 
label bearing the wording: ‘‘Laser aper-
ture.’’

(b) Surveying, leveling, and alignment 
laser products. Each surveying, leveling. 
or alignment laser product shall com-
ply with all of the applicable require-
ments of § 1040.10 for a Class I, IIa, II or 
IIIa laser product and shall not permit 
human access to laser radiation in ex-
cess of the accessible emission limits of 
Class IIIa. 

(c) Demonstration laser products. Each 
demonstration laser product shall com-
ply with all of the applicable require-
ments of § 1040.10 for a Class I, IIa, II, or 
IIIa laser product and shall not permit 
human access to laser radiation in ex-
cess of the accessible emission limits of 
Class I and, if applicable, Class IIa, 
Class II, or Class IIIa. 

[50 FR 33702, Aug. 20, 1985]

§ 1040.20 Sunlamp products and ultra-
violet lamps intended for use in 
sunlamp products. 

(a) Applicability. (1) The provisions of 
this section, as amended, are applica-
ble as specified herein to the following 
products manufactured on or after Sep-
tember 8, 1986. 

(i) Any sunlamp product. 
(ii) Any ultraviolet lamp intended for 

use in any sunlamp product. 
(2) Sunlamp products and ultraviolet 

lamps manufactured on or after May 7, 
1980, but before September 8, 1986, are 
subject to the provisions of this section 
as published in the FEDERAL REGISTER 
of November 9, 1979 (44 FR 65357). 

(b) Definitions. As used in this section 
the following definitions apply: 

(1) Exposure position means any posi-
tion, distance, orientation, or location 
relative to the radiating surfaces of the 
sunlamp product at which the user is 
intended to be exposed to ultraviolet 
radiation from the product, as rec-
ommended by the manufacturer. 

(2) Intended means the same as ‘‘in-
tended uses’’ in § 801.4. 

(3) Irradiance means the radiant 
power incident on a surface at a speci-
fied location and orientation relative 
to the radiating surface divided by the 
area of the surface, as the area be-
comes vanishingly small, expressed in 
units of watts per square centimeter 
(W/cm2). 

(4) Maximum exposure time means the 
greatest continuous exposure time in-
terval recommended by the manufac-
turer of the product. 

(5) Maximum timer interval means the 
greatest time interval setting on the 
timer of a product. 

(6) Protective eyewear means any de-
vice designed to be worn by users of a 
product to reduce exposure of the eyes 
to radiation emitted by the product. 

(7) Spectral irradiance means the irra-
diance resulting from radiation within 
a wavelength range divided by the 
wavelength range as the range becomes 
vanishingly small, expressed in units of 
watts per square centimeter per 
nanometer (W/(cm2/nm)). 

(8) Spectral transmittance means the 
spectral irradiance transmitted 
through protective eyewear divided by 
the spectral irradiance incident on the 
protective eyewear. 

(9) Sunlamp product means any elec-
tronic product designed to incorporate 
one or more ultraviolet lamps and in-
tended for irradiation of any part of 
the living human body, by ultraviolet 
radiation with wavelengths in air be-
tween 200 and 400 nanometers, to in-
duce skin tanning. 

(10) Timer means any device incor-
porated into a product that terminates 
radiation emission after a preset time 
interval. 

(11) Ultraviolet lamp means any lamp 
that produces ultraviolet radiation in 
the wavelength interval of 200 to 400 
nanometers in air and that is intended 
for use in any sunlamp product. 

(c) Performance requirements—(1) Irra-
diance ratio limits. For each sunlamp 
product and ultraviolet lamp, the ratio 
of the irradiance within the wave-
length range of greater than 200 
nanometers through 260 nanometers to 
the irradiance within the wavelength 
range of greater than 260 nanometers 
through 320 nanometers may not ex-
ceed 0.003 at any distance and direction 
from the product or lamp. 
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(2) Timer system. (i) Each sunlamp 
product shall incorporate a timer sys-
tem with multiple timer settings ade-
quate for the recommended exposure 
time intervals for different exposure 
positions and expected results of the 
products as specified in the label re-
quired by paragraph (d) of this section. 

(ii) The maximum timer interval(s) 
may not exceed the manufacturer’s 
recommended maximum exposure 
time(s) that is indicated on the label 
required by paragraph (d)(1)(iv) of this 
section. 

(iii) No timer interval may have an 
error greater than 10 percent of the 
maximum timer interval of the prod-
uct. 

(iv) The timer may not automati-
cally reset and cause radiation emis-
sion to resume for a period greater 
than the unused portion of the timer 
cycle, when emission from the sunlamp 
product has been terminated. 

(v) The timer requirements do not 
preclude a product from allowing a 
user to reset the timer before the end 
of the preset time interval. 

(3) Control for termination of radiation 
emission. Each sunlamp product shall 
incorporate a control on the product to 
enable the person being exposed to ter-
minate manually radiation emission 
from the product at any time without 
disconnecting the electrical plug or re-
moving the ultraviolet lamp. 

(4) Protective eyewear. (i) Each sun-
lamp product shall be accompanied by 
the number of sets of protective 
eyewear that is equal to the maximum 
number of persons that the instruc-
tions provided under paragraph 
(e)(1)(ii) of this section recommend to 
be exposed simultaneously to radiation 
from such product. 

(ii) The spectral transmittance to the 
eye of the protective eyewear required 
by paragraph (c)(4)(i) of this section 
shall not exceed a value of 0.001 over 
the wavelength range of greater than 
200 nanometers 320 nanometers and an 
value of 0.01 over the wavelength range 
of greater than 320 nanometers through 
400 nanometers, and shall be sufficient 
over the wavelength greater than 400 
nanometers to enable the user to see 
clearly enough to reset the timer. 

(5) Compatibility of lamps. An ultra-
violet lamp may not be capable of in-

sertion and operation in either the 
‘‘single-contact medium screw’’ or the 
‘‘double-contact medium screw’’ 
lampholders described in American Na-
tional Standard C81.10–1976, Specifica-
tions for Electric Lamp Bases and 
Holders—Screw-Shell Types, which is 
incorporated by reference. Copies are 
available from the American National 
Standards Institute, 1430 Broadway, 
New York, NY 10018, or available for in-
spection at the Office of the Federal 
Register, 800 North Capitol Street, 
NW., suite 700, Washington, DC 20408. 

(d) Label requirements. In addition to 
the labeling requirements in part 801 
and the certification and identification 
requirements of §§ 1010.2 and 1010.3, 
each sunlamp product and ultraviolet 
lamp shall be subject to the labeling 
requirements prescribed in this para-
graph and paragraph (e) of this section. 

(1) Labels for sunlamp products. Each 
sunlamp product shall have a label(s) 
which contains: 

(i) A warning statement with the 
words ‘‘DANGER—Ultraviolet radi-
ation. Follow instructions. Avoid over-
exposure. As with natural sunlight, 
overexposure can cause eye and skin 
injury and allergic reactions. Repeated 
exposure may cause premature aging of 
the skin and skin cancer. WEAR PRO-
TECTIVE EYEWEAR; FAILURE TO 
MAY RESULT IN SEVERE BURNS OR 
LONG-TERM INJURY TO THE EYES. 
Medications or cosmetics may increase 
your sensitivity to the ultraviolet radi-
ation. Consult physician before using 
sunlamp if you are using medications 
or have a history of skin problems or 
believe yourself especially sensitive to 
sunlight. If you do not tan in the sun, 
you are unlikely to tan from the use of 
this product.’’

(ii) Recommended exposure posi-
tion(s). Any exposure position may be 
expressed either in terms of a distance 
specified both in meters and in feet (or 
in inches) or through the use of mark-
ings or other means to indicate clearly 
the recommended exposure position. 

(iii) Directions for achieving the rec-
ommended exposure position(s) and a 
warning that the use of other positions 
may result in overexposure. 

(iv) A recommended exposure sched-
ule including duration and spacing of 
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sequential exposures and maximum ex-
posure time(s) in minutes. 

(v) A statement of the time it may 
take before the expected results ap-
pear. 

(vi) Designation of the ultraviolet 
lamp type to be used in the product. 

(2) Labels for ultraviolet lamps. Each 
ultraviolet lamp shall have a label 
which contains: 

(i) The words ‘‘Sunlamp—DANGER—
Ultraviolet radiation. Follow instruc-
tions.’’

(ii) The model identification. 
(iii) The words ‘‘Use ONLY in fixture 

equipped with a timer.’’
(3) Label specifications. (i) Any label 

prescribed in this paragraph for sun-
lamp products shall be permanently af-
fixed or inscribed on an exterior sur-
face of the product when fully assem-
bled for use so as to be legible and 
readily accessible to view by the person 
being exposed immediately before the 
use of the product. 

(ii) Any label prescribed in this para-
graph for ultraviolet lamps shall be 
permanently affixed or inscribed on the 
product so as to be legible and readily 
accessible to view. 

(iii) If the size, configuration, design, 
or function of the sunlamp product or 
ultraviolet lamp would preclude com-
pliance with the requirements for any 
required label or would render the re-
quired wording of such label inappro-
priate or ineffective, or would render 
the required label unnecessary, the Di-
rector, Office of Compliance (HFZ–300), 
Center for Devices and Radiological 
Health, on the Center’s own initiative 
or upon written application by the 
manufacturer, may approve alternate 
means of providing such label(s), 
alernate wording for such label(s), or 
deletion, as applicable. 

(iv) In lieu of permanently affixing or 
inscribing tags or labels on the ultra-
violet lamp as required by §§ 1010.2(b) 
and 1010.3(a), the manfacturer of the ul-
traviolet lamp may permanently affix 
or inscribe such required tags or labels 
on the lamp packaging uniquely associ-
ated with the lamp, if the name of the 
manufacturer and month and year of 
manufacture are permanently affixed 
or inscribed on the exterior surface of 
the ultraviolet lamp so as to be legible 
and readily accessible to view. The 

name of the manufacturer and month 
and year of manufacture affixed or in-
scribed on the exterior surface of the 
lamp may be expressed in code or sym-
bols, if the manufacturer has pre-
viously supplied the Director, Office of 
Compliance (HFZ–300), Center for De-
vices and Radiological Health, with the 
key to such code or symbols and the lo-
cation of the coded information or 
symbols on the ultraviolet lamp. The 
label or tag affixed or inscribed on the 
lamp packaging may provide either the 
month and year of manufacture with-
out abbreviation, or information to 
allow the date to be readily decoded. 

(v) A label may contain statements 
or illustrations in addition to those re-
quired by this paragraph if the addi-
tional statements are not false or mis-
leading in any particular; e.g., if they 
do not diminish the impact of the re-
quired statements; and are not prohib-
ited by this chapter. 

(e) Instructions to be provided to users. 
Each manufacturer of a sunlamp prod-
uct and ultraviolet lamp shall provide 
or cause to be provided to purchasers 
and, upon request, to others at a cost 
not to exceed the cost of publication 
and distribution, adequate instructions 
for use to avoid or to minimize poten-
tial injury to the user, including the 
following technical and safety informa-
tion as applicable: 

(1) Sunlamp products. The users’ in-
structions for a sunlamp product shall 
contain: 

(i) A reproduction of the label(s) re-
quired in paragraph (d)(1) of this sec-
tion prominently displayed at the be-
ginning of the instructions. 

(ii) A statement of the maximum 
number of people who may be exposed 
to the product at the same time and a 
warning that only that number of pro-
tective eyewear has been provided. 

(iii) Instructions for the proper oper-
ation of the product including the func-
tion, use, and setting of the timer and 
other controls, and the use of protec-
tive eyewear. 

(iv) Instructions for determining the 
correct exposure time and schedule for 
persons according to skin type. 

(v) Instructions for obtaining repairs 
and recommended replacement compo-
nents and accessories which are com-
patible with the product, including 
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1 Copies are available from American Na-
tional Standards Institute, 1430 Broadway, 
New York, NY 10018.

compatible protective eyewear, ultra-
violet lamps, timers, reflectors, and fil-
ters, and which will, if installed or used 
as instructed, result in continued com-
pliance with the standard. 

(2) Ultraviolet lamps. The users’ in-
structions for an ultraviolet lamp not 
accompanying a sunlamp product shall 
contain: 

(i) A reproduction of the label(s) re-
quired in paragraphs (d)(1)(i) and (2) of 
this section, prominently displayed at 
the beginning of the instructions. 

(ii) A warning that the instructions 
accompanying the sunlamp product 
should always be followed to avoid or 
to minimize potential injury. 

(iii) A clear identification by brand 
and model designation of all lamp mod-
els for which replacement lamps are 
promoted, if applicable. 

(f) Test for determination of compliance. 
Tests on which certification pursuant 
to § 1010.2 is based shall account for all 
errors and statistical uncertainties in 
the process and, wherever applicable, 
for changes in radiation emission or 
degradation in radiation safety with 
age of the product. Measurements for 
certification purposes shall be made 
under those operational conditions, 
lamp voltage, current, and position as 
recommended by the manufacturer. 
For these measurements, the meas-
uring instrument shall be positioned at 
the recommended exposure position 
and so oriented as to result in the max-
imum detection of the radiation by the 
instrument. 

[50 FR 36550, Sept. 6, 1985, as amended at 67 
FR 9587, Mar. 4, 2002]

§ 1040.30 High-intensity mercury 
vapor discharge lamps. 

(a) Applicability. The provisions of 
this section apply to any high-inten-
sity mercury vapor discharge lamp 
that is designed, intended, or promoted 
for illumination purposes and is manu-
factured or assembled after March 7, 
1980, except as described in paragraph 
(d)(1)(ii) of this section. 

(b) Definitions. (1) High-intensity mer-
cury vapor discharge lamp means any 
lamp including any ‘‘mercury vapor’’ 
and ‘‘metal halide’’ lamp, with the ex-
ception of the tungsten filament self-
ballasted mercury vapor lamp, incor-
porating a high-pressure arc discharge 

tube that has a fill consisting pri-
marily of mercury and that is con-
tained within an outer envelope. 

(2) Advertisement means any catalog, 
specification sheet, price list, and any 
other descriptive or commercial bro-
chure and literature, including video-
tape and film, pertaining to high-inten-
sity mercury vapor discharge lamps. 

(3) Packaging means any lamp carton, 
outer wrapping, or other means of con-
tainment that is intended for the stor-
age, shipment, or display of a high-in-
tensity mercury vapor lamp and is in-
tended to identify the contents or rec-
ommend its use. 

(4) Outer envelope means the lamp ele-
ment, usually glass, surrounding a 
high-pressure arc discharge tube, that, 
when intact, attenuates the emission 
of shortwave ultraviolet radiation. 

(5) Shortwave ultraviolet radiation 
means ultraviolet radiation with wave-
lengths shorter than 320 nanometers. 

(6) Cumulative operating time means 
the sum of the times during which elec-
tric current passes through the high-
pressure arc discharge. 

(7) Self-extinguishing lamp means a 
high-intensity mercury vapor dis-
charge lamp that is intended to comply 
with the requirements of paragraph 
(d)(1) of this section as applicable. 

(8) Reference ballast is an inductive re-
actor designed to have the operating 
characteristics as listed in Section 7 in 
the American National Standard Speci-
fications for High-Intensity Discharge 
Lamp Reference Ballasts (ANSI C82.5–
1977)1 or its equivalent.

(c) General requirements for all lamps. 
(1) Each high-intensity mercury vapor 
discharge lamp shall: 

(i) Meet the requirements of either 
paragraph (d) or paragraph (e) of this 
section; and 

(ii) Be permanently labeled or 
marked in such a manner that the 
name of the manufacturer and the 
month and year of manufacture of the 
lamp can be determined on an intact 
lamp and after the outer envelope of 
the lamp is broken or removed. The 
name of the manufacturer and month 
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